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Shannon, Teresa
Kaiser, Jonathan
Zhao, Jay
FW: CalEPA pCBSA Health Goal Document Review 
Wednesday, April 29, 2015 3:06:00 PM

Please see below and attached.  Okay to send?  Also, who is supposed to be cc’d?  Thanks!

Teresa Shannon
STSC/ERASC Administrator and Project Action Lead
National Center for Environmental Assessment (NCEA)
U.S. Environmental Protection Agency
26 W. Martin Luther King Drive (MS A-110)
Cincinnati, Ohio 45268
(513) 569-7596 voice
(513) 487-2542 fax
shannon.teresa@epa.gov

Please consider the environment before printing this e-mail

From: Jacklyn Toms [mailto:Toms.Jacklyn@epamail.epa.gov] On Behalf Of SUPERFUND STSC
Sent: Wednesday, April 29, 2015 12:58 PM
To: Shannon, Teresa
Cc: Heing, Dan
Subject: CalEPA pCBSA Health Goal Document Review

Teresa,

For your approval to send to Daniel Stralka from Region 9. Annette Gatchett and Mike Scozzafava were
the original requesters. Should we copy them on the response as well? I included Mike, but wasn't sure
about Annette. I will adjust it as you see fit. Let me know!

Thanks,
Jacki

Dear Daniel and Michael,

Please see the attached response from STSC Hotline Director Phillip Kaiser in regards to your request for
assistance evaluating a CalEPA document and health goal for p-chlorobenzene sulfonic acid. We hope
the response fully addresses your request. Please let us know if you have any further questions.

Thank you for contacting the STSC.
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ASSISTANCE REQUESTED: Request for a technical review and comments on a CalEPA document 


related to a 4-chlorobenzene sulfonic acid (a DDT derivative) health 


goal.  


 


 


ENCLOSED INFORMATION: Attachment 1: pCBSA review_final.pdf 


 


If you have any questions regarding this transmission, please contact the STSC at (513) 569-7300. 


 


Attachments (1) 


 


cc: STSC files 
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Regarding your request concerning para-chlorobenzene sulfonic acid (p-CBSA), the STSC reviewed the 
OEHHA assessment for the chemical and has identified a number of issues that cause concern.  It is 
recognized that standard U.S. EPA human health assessment methodologies/procedure may differ slightly 
from the OEHHA, and it is appreciated that this chemical suffers from a poor hazard database.  However, if 
the STSC were to evaluate this OEHHA document based on our standard assessment approach, the STSC 
would conclude in general this OEHHA document is not reliable.  The primary issues are as follows: 


(1) The authors selected "body weight gain" in male rats as the critical effect.  Body weight gain did not 
change at the three lowest p-CBSA oral exposure doses but did decrease at the two highest 
doses.  However even at the highest dose the difference from control was 9%.  More importantly, 
there was only a 4% decrease in actual body weight in rats at the highest dose compared to control, 
which is not significant statistically or biologically.  Our standard minimal level of concern for body 
weight changes is a 10% decrease compared to control.  Second, on pg. 10 of the document the 
authors rightly indicated that the apparent decrease in body weight gain was attributable primarily to 
2 particularly stressed male rats.  This is concerning because food/water consumption in these 2 rats 
could be a confounding factor in the interpretation of body weight alterations for the entire dose 
group.  Based on the overall weight-of-evidence for the body weight endpoint, the STSC would not 
agree with selection of the critical effect proposed. 


(2) Again, it is recognized that health risk value derivation methodologies may differ across 
organizations, but another critical issue identified was in the application of uncertainty factors 
(UFs).  In the derivation of an acute acceptable daily dose (ADD), the authors of the OEHHA 
document applied a UFH of 30 and a UFD of 3.  The STSC does not currently apply uncertainty 
factors greater than 10 for an individual UF such as UFH so if derivation of an acute value were 
considered within our context, the STSC would apply a UFH of 10.  More concerning is the UFD of 
3.  Considering the complete lack of any useful developmental/reproductive studies in any species, a 
UFD of 10 is warranted.  Ironically, the composite UF of 1,000 proposed in the document, for an 
acute ADD, is consistent quantitatively should the STSC have derived such a value (e.g., acute 
duration reference dose); it is in the application of individual UFs that we differ. 


(3) It was quite concerning in moving from the derivation of an acute ADD to a chronic ADD that the 
uncertainty factor for database was not applied.  No rationale for this missing piece was 
provided.  The same database is in play so it is not logical to simply drop the UFD.  The composite 
uncertainty factor for chronic derivation should be 10,000 (UFA = 10; UFH = 10; UFS = 10; UFD = 
10).  Even if the authors maintain the non-standard numerical values for uncertainty factors on pg. 14 
(e.g., UFH = 30), they have to consider a duration extrapolation uncertainty factor. 
 


(4) It is understood that the "28-day" study is referred to as 28-day as a matter of 
preserving precedent/convention, but the authors of the OEHHA document  should consider calling 
this study by the actual number of exposure days, which was actually 31-32 days.  This is not terribly 
significant but it does help in identifying this study as a "subchronic" study based on EPA guidance 
(as opposed to 'short-term', which would be assigned to a 28-day study).    
 


It was noted and appreciated that the authors used benchmark dose methodology in identifying a POD 
(although the STSC categorically disagrees with the endpoint), and attempts at using (Q)SAR and high-
throughput screening data to inform their assessment.  NCEA has entered p-CBSA into an internal workflow 
for development of an assessment document, including application of a framework for identification of 
potential surrogate data.  It is anticipated that this product will be available for distribution in early fiscal year 
2016. 
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Sincerely,
Jacki Toms
STSC
(See attached file: CalEPA_pCBSA_Review_Response w cover letter.pdf)


